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Office Action Summary 



Application No. 

09/766,511 


Applicant(s) 

MCCARTHY ET AL 


Examinor 

Dong Jiang 


Art Unit 

1646 





Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, hovi^ever. may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1704(b). 

Status 

Responsive to communication{s) filed on 25 March 2004 . 
2b)\J This ac:tion is FINAL. 2b)|3 This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex pa/te Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1-7.12.31 and 44-46 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 1-7, 12. 31 and 44-46 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomn PTO-152. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * OD None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



30 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) H Notice of References Cited (PTO-892) 

2) CH Notice of Draflsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) 0 Interview Summary (PTO-41 3) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-1 52) 

6) □ Other: . 
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Art Unit: 1646 

DETAILED OFFICE ACTION 

The request filed on 25 March 2004 for a Continued Examination (RCE) under 37 CFR 
1.114 based on parent Application No. 09/766,511 is acceptable, and a RCE has been 
estabUshed. An action on the RCE follows. 

Applicant's amendment filed on 25 March 2004 is acknowledged and entered. 
Following the amendment, claims 8-11, 13-30 and 32-43 are canceled, and claims 1, 2, 4, 31 and 
44 are amended. 

Currently, 1-7, 12, 31 and 44-46 are pending, and under consideration. 

Withdrawal of Objections and Rejections: 

The rejection of claim 4 under 35 U.S.C. 112, second paragraph, as being indefinite is 
withdrawn in view of appUcant's amendment. 

Objections and Rejections under 35 U.S.C. $101 and $112: 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-7, 12, 31 and 44-46 remain rejected under 35 U.S.C. 101 because the claimed 
invention is not supported by a credible, substantial, specific, or well-established utihty, for the 
reasons of record set forth in the previous Office Actions, paper No. 17, mailed on 23 April 
2003, and on 04 November 2003. 

Applicants argument filed on 25 March 2004 has been fully considered, but is not 
deemed persuasive for reasons below. 

At pages 6-8 of the response, the applicant argues that the information provided in the 
present application regarding TANGO405 is very similar to that provided in Example 10 of the 
USPTO Training Material for the Revised Interim Utility Guidelines, in which it was found that 
a "well estabUshed utility'' was given. Further, applicants provide a chart to compare the 
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information provided in Example 10 of the Training Material and in the instant application, such 
as that both murine dectin-2 and the present human TANGO405 include a C-type lectin domain, 
and argue that applicants have provided more information than needed to demonstrate a credible, 
substantial, specific or well established utility according to Example 10 of the Training Material, 
and that human TANGO405 is a human ortholog of dectin-2 having similar biological activity. 
Applicants further argue, at page 8 of the response, that the high level of sequence identity in a 
conserved relevant domain of dectin-2 provides further evidence that murine dectin-2 and human 
TANGO405 have similar biological function. This argument is not persuasive for the following 
reasons: 

With respect to Example 10 of the Training Material, it is directed to a novel amino acid 
sequence of SEQ ID NO: 3 encoded by a polynucleotide of SEQ ID NO: 2, and the polypeptide 
has a similarity score of 95% to known amino acid sequences of DNA ligases, and therefore 
SEQ ID N0:3 is a DNA ligase, indicating specific, substantial and credible utility. The instant 
situation is completely different from that of DNA ligases because in the enzyme art, the 
functional activity is predictable when a polypeptide shares a high homology, such as 95%, to 
known enzymes, which, in general, have decisive and specific enzymatic activity, and the main 
function of DNA ligases is to ligate DNA regardless of different molecules of DNA ligases. In 
contrast, members of C-type lectin are extremely diverse with respect to their functional 
properties (discussed in more detail below). As such, the situation of DNA ligase in Example 10 
of the Training Material is not suitable in the instant case. 

Further, with respect to the argument that both murine dectin-2 and the present human 
TANGO405 include a C-type lectin domain, and that human TANGO405 is a lectin ortholog of 
dectin-2, the main issue is not whether the present TANGO405 is a member of C-type lectin 
family, rather, the issue is that, even if TANGO405 may be a C-type lectin, the function of C- 
type lectins is known in the art to be diverse and not predictable merely based upon the 
sequence homology. For example, Arizumi et al. (US6,046,158) teaches that C-type lectins 
are a family of glycoproteins that exhibit amino acid sequence similarities in their carbohydrate 
recognition domains (CRD), and have been subdivided into four categories (column 1, lines 58- 
62), that C-type lectins are known to function as agglutinins, opsonins, complement activators, 
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and cell-associated recognition molecules, and thus C-type lectins exhibit diverse functions with 
biological significance (column 2, the second paragraph). As such, even though all C-type 
lectins share some common sequence structures, it does not mean that they share similar 
functional properties. The present application does not disclose any functional property or 
biological significance that is directly associated with the human TANGO405, and mere 
indication that the TANGO405 is a member of C-type lectin family or a lectin ortholog of 
dectin-2 is not sufficient to establish a substantial, specific, or well-established utility for the 
claimed molecule for the reasons addressed above. Therefore, the rejection of the claims under 
35 U.S.C. 101 is maintained 

Note: the newly cited reference is merely used to rebut applicants argument, and it is not 
for sustaining any new ground of rejection. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such ftill, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-7, 12, 31 and 44-46 remain rejected under 35 U.S.C. 112, first paragraph, for 
the reasons of record set forth in the previous Office Actions, paper No. 17, mailed on 23 
April 2003, and on 04 November 2003. 

Applicants argument filed on 25 March 2004 has been fully considered, but is not 
deemed persuasive for the reasons above. 

Furthermore, even if the specification taught how to use human TANGO405, 
enablement would remain not being commensurate in scope with claim 1, and the dependent 
claims 3-7, 12, 45 and 46, for the reasons of record set forth in the previous Office Actions, 
paper No. 17, mailed on 23 April 2003, and on 04 November 2003. 

Applicants argument filed on 25 March 2004 has been fully considered, but is not 
deemed persuasive for reasons below. 

At page 9 of the response, the applicant argues 1) that the claims recite that nucleic acid 
molecules include at least 40 nucleic acids or encode a fragment of 15 amino acids, and 
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therefore, the claimed probes and primers would hybridize only to human TANGO405 
polynucleotide; 2) that the Examiner seems to be requiring that probes or primers hybridize 
xmder any conditions to only TANGO405, and this is not required for the claim nucleic acid 
fragment to be useful, that the Examiner has provided absolutely no evidence that he recited 
nucleic acid fragments would bind other "unknown proteins" (nucleic acids ?), and that nucleic 
acids of the lengths recited are clearly specific to human TANGO405. This argument is not 
persuasive for the following reasons: with respect to argument 1), it is a repeated argument as 
that presented in the last response, and had been addressed in the last Office Action. 

With respect to argument 2), it is not Examiner's requirement that probes or primers 
hybridize under any conditions to only TANGO405, in order for the claim nucleic acid fragment 
to be usefiil The issue is that the specification does not provide any other uses for the claimed 
fragment. Regarding the specific hybridization, as pointed out by applicants that the present 
TANGO405 shares high homology to other members of C-type lectin family, such as dectin-2, 
and the present specification does not disclose sequence regions specific for the nucleic acid 
encoding TANGO405, it is unclear how one may guarantee that a randomly selected nucleic acid 
fragment of 40 nucleotides from the molecule encoding the TANGO405 would specifically bind 
to the nucleic acid encoding the TANGO405. 

The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 44 remains rejected under 35 U.S.C 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which apphcant regards as 
the invention. 

Claim 44 is indefinite for the recitation of "a nucleic acid molecule of claim 1". ''The 
nucleic acid molecule of claim 1" is suggested. 



Conclusion: 

No claim is allowed. 
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Advisory Information: 

Any inquiry concerning this communication should be directed to Dong Jiang whose 
telephone number is 571-272-0872. The examiner can normally be reached on Monday - Friday 
from 9:30 AM to 7:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Kunz, can be reached on 571-272-0887. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 




Dong Jiang, Ph.D. 
Patent Examiner 
AU1646 
6/1/04 



